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DETAILED ACTION 

1. Formal Matters 

A. The Amendment filed 4/23/09 has been entered into the record. 

B. Claims 72-89 are pending and are the subject of this Office Action. 



2. Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or any new 
and useful improv cmenl thereof, may obtain a patent therefor, subject to the conditions and requirements of this title. 

A. Claims 72-89 remain rejected under 35 U.S.C. 101 for the reasons already of record on pages 4-5 
of the Office Action mailed 12/3/08. Applicants argue that lack of examples or methods that indicate that 
the claimed polypeptide is involved in any activity cannot, standing alone, be the basis for a lack of utility 
rejection and that the disclosure of an example is not required. These arguments have been considered, 
but are not deemed persuasive. The points raised by Applicants are not the only considerations in making 
a lack of utility rejection. As discussed below, homology is the basis for the rejection. 

Applicants argue that the claimed polypeptide has structural similarity to a number of 
polypeptides associated with lung tumors (COL8A1 and COL8A2) and arthritis/osteoarthritis (CORS-26 
and BAFF) and that that the specification teaches that the claimed polypeptides can be used for 
diagnosing diseases, such as arthritis and osteoarthritis^ and that copending application 11/912,432 
indicates that overexpression of INSP163 mRNA is associated with osteoarthritic tissues and lung cancer. 
The argument that overexpression of INSP163 is associated with arthritis and osteoarthritis is not 
persuasive since this assertion, while being present in the '432 application is not present in the instant, 
earlier- filed instant application. In response to Applicants' arguments regarding pages 1 7- 1 8 of the instant 
disclosure, all that is present is a laundry list of diseases which Applicants state may be diagnosed by the 
instant protein. The list, however, while mentioning arthritis and osteoarthritis, also mentions hundreds of 
other diseases which may be diagnosed by this protein/mRNA (pages 17-19). Even arguendo the 
Examiner accepted this disclosure, Applicants do not state in the instant specification that overexpression 
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of this mRNA is diagnostic of any arthritis or osteoarthritis. This only seems to be supported by the later- 
filed copending application. 

While Applicants argue defects in COL8A1 and COL8A2 are shown to be involved in certain 
diseases, including lung tumors (again, the list of conditions associated with these genes is quite 
extensive), all Applicants have stated in the instant application is that INSP163 is homologous to 
COL8A1, COL8A2, CORS-26 and BAFF. This further characterization, however, is part of the act of 
invention and, until it has been undertaken, Applicants' claimed invention is incomplete. 

The instant situation is directly analogous to that of which was addressed in Brenner v. Manson, 
148 U.S.P.Q. 689 (Sus. Ct, 1966), in which a novel compound which was structurally analogous to other 
compounds which were known to possess anticancer activity was alleged to be potentially useful as an 
antitumor agent in the absence of evidence supporting this utility. The court expressed the opinion that all 
chemical compounds are "useful" to the chemical arts when this term is given its broadest interpretation. 
However, the court held that this broad interpretation was not the intended definition of "useful" as it 
appears in 35 U.S.C. 101, which required that an invention must have either an immediate obvious or 
fully disclosed "real-world" utility. The court held that: 

"The basic quid pro quo contemplated by the Constitution and the Congress for granting a patent 
monopoly is the benefit derived by the public from an invention with substantial utility," "[u]nless and until a 
process is refined and developed to this point - where specific benefit exists in currently available form - there 
is insufficient justification for permitting an applicant to engross what may prove to be a broad field," and "a 
patent is not a hunting license," "[i]t is not a reward for the search, but compensation for its successful 
conclusion." 

The specification discloses that the polypeptides of the invention are homologous to COL8A1, 
COL8A2, CORS-26 and BAFF (respectfully, it is noted that the fact that the instant protein is 
homologous to 4 different proteins further demonstrates that Applicants have not clearly characterized the 
instant protein). Based on the structural similarity, the specification asserts that the newly disclosed 
INSP164 has similar activities. The assertion that the disclosed proteins have biological activities similar 
to known proteins (COL8A1, COL8A2, CORS-26 and BAFF) cannot be accepted in the absence of 
supporting evidence, because generally, the art acknowledges that function cannot be predicted based 
solely on structural similarity to a protein found in the sequence databases. For example, Skolnick et al. 
(2000, Trends in Biotech. 18:34-39) state that knowing the protein structure by itself is insufficient to 
annotate a number of functional classes, and is also insufficient for annotating the specific details of 
protein function (see Box 2, p. 36). Similarly, Bork (2000, Genome Research 10:398-400) states that the 
error rate of functional annotations in the sequence database is considerable, making it even more difficult 



Application/Control Number: 10/573,936 Page 4 

Art Unit: 1647 

to infer correct function from a structural comparison of a new sequence with a sequence database (see 
especially p. 399). Such concerns are also echoed by Doerks et al. (1998, Trends in Genetics 14:248-250) 
who state that (1) functional information is only partially annotated in the database, ignoring multi 
functionality, resulting in underpredictions of functionality of a new protein and (2) overpredictions of 
functionality occur because structural similarity often does not necessarily coincide with functional 
similarity. Smith et al. (1997, Nature Biotechnology 15: 1222-1223) remark that there are numerous cases 
in which proteins having very different functions share structural similarity due to evolution from a 
common ancestral gene. 

Brenner (1999, Trends in Genetics 15:132-133) argues that accurate inference of function from 
homology must be a difficult problem since, assuming there are only about 1000 major gene 
superfamilies in nature, then most homologs must have different molecular and cellular functions. 
Finally, Bork et al. (1996, Trends in Genetics 12:425-427) add that the software robots that assign 
functions to new proteins often assign a function to a whole new protein based on structural similarity of a 
small domain of the new protein to a small domain of a known protein. Such questionable interpretations 
are written into the sequence database and are then considered facts. 

Therefore, based on the discussions above concerning the specific examples of structurally 
similar proteins that have different functions, along with the art's recognition that one cannot rely upon 
structural similarity alone to determine functionality, the specification fails to teach the skilled artisan the 
utility of the claimed INSP163 protein, which is only known to be homologous to COL8A1, COL8A2, 
CORS-26 and BAFF. Therefore, the instant claims are drawn to a protein which has a yet undetermined 
function or biological significance. There is no actual and specific significance which can be attributed to 
said protein identified in the specification. For this reason, the instant invention is incomplete. In the 
absence of a knowledge of the natural ligands or biological significance of this protein, there is no 
immediately obvious patentable use for it. To employ a protein of the instant invention in the 
identification of substances which bind to and/or mediate activity of the said receptor is clearly to use it as 
the object of further research which has been determined by the courts to be a non-patentable utility. 
Since the instant specification does not disclose a "real-world" use for said protein then the claimed 
invention is incomplete and, therefore, does not meet the requirements of 35 U.S.C. 101 as being useful. 
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3. Claim Rejections - 35 USC § 112, first paragraph - enablement 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and use the same and shall set forth 
the best mode contemplated by the inventor of carrying out his invention. 

A. Claims 72-89 remain rejected under 35 USC 112, first paragraph, for the reasons already of 
record on pages 5-6 of the Office Action dated 12/3/08 as well as for the reasons given in the above 
rejection under 35 USC 101. Applicants argue that the claimed invention is enabled because it has utility 
as argued previously. Applicants' arguments have been fully considered, but are not found to be 
persuasive for the reasons discussed above. 



4. Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine grounded in 
public policy (a policy reflected in the statute) so as to prevent the unjustified or improper timewise 
extension of the "right to exclude" granted by a patent and to prevent possible harassment by multiple 
assignees. A nonstatutory obviousness-type double patenting rejection is appropriate where the 
conflicting claims are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated by, or would 
have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 
(Fed. Cir. 1998); In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 
887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In 
re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 USPQ 
644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may be used 
to overcome an actual or provisional rejection based on a nonstatutory double patenting ground provided 
the conflicting application or patent either is shown to be commonly owned with this application, or 
claims an invention made as a result of activities undertaken within the scope of a joint research 
agreement. 

Effective January 1 , 1 994, a registered attorney or agent of record may sign a terminal disclaimer. 
A terminal disclaimer signed by the assignee must fully comply with 37 CFR 3.73(b). 

A. Claims 72-89 remain rejected on the grounds of nonstatutory obviousness-type double patenting 
over copending Application No. 11/912,432 for the reasons already of record on page 6 of the Office 
Action mailed 12/3/08. Applicants argue that the claims, as amended, are not obvious over the copending 
application. This argument has been considered, but is not deemed persuasive. Applicants have amended 
the claims to recite "and a heterologous sequence." However, the protein of SEQ ID NO: 34 and its 
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intended method of use to treat osteoarthritis is still obvious. It would have been obvious to have used the 
protein for treatment as well as for adding a heterologous sequence, for example, to aid in purification of 
the protein. Applicants state that the filing of a Terminal Disclaimer will be considered. 



5. Conclusion 

A. No claim is allowable. 



THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time policy as set forth in 
37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE MONTHS from 
the mailing date of this action. In the event a first reply is filed within TWO MONTHS of the mailing 
date of this final action and the advisory action is not mailed until after the end of the THREE-MONTH 
shortened statutory period, then the shortened statutory period will expire on the date the advisory action 
is mailed, and any extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later than SIX 
MONTHS from the mailing date of this final action. 



Advisory information 

Any inquiry concerning this communication or earlier communications from the examiner should 
be directed to Robert Landsman, Ph.D. whose telephone number is (571) 272-0888. The examiner can 
normally be reached on M-F 10 AM - 6:30 PM (eastern). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Manjunath Rao can be reached on 571-272-0939. The fax phone number for the organization where this 
application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for published applications may be obtained 
from either Private PAIR or Public PAIR. Status information for unpublished applications is available 
through Private PAIR only. For more information about the PAIR system, see http://pair-direct.uspto.gov. 
Should you have questions on access to the Private PAIR system, contact the Electronic Business Center 
(EBC) at 866-2 1 7-9 1 97 (toll-free). 



/Robert Landsman/ 
Primary Examiner, Art Unit 1 647 



